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DETAILED ACTION 

Specification 

1 . The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. The specification exceeds 20 pages. 

Claim Objections 

2. Claims 7 and 1 8 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claims, or amend the claims to place the claims in 
proper dependent form, or rewrite the claims in independent form. Claim 7, which 
states, "wherein the processor is further configured to determine a medical treatment 
guideline representing acceptable values for the selected parameter in accordance with 
the analysis," does not further limit the subject matter of claim 1 . Any structure capable 
of performing the limitations set forth in claim 1 is capable of performing that of claim 7. 
Claim 18, which recites "determining a medical treatment guideline representing 
acceptable values for the selected parameter" does not further limit the claimed subject 
matter of claim 12. The third element of claim 12 is also directed towards "determining 
a medical treatment guideline representing acceptable values for the selected treatment 
parameter." 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claims 1-20 are rejected under 35 U.S.C. 102(b) as being anticipated by Coutre 
(U.S. Patent No. 5,317,506). Coutre discloses an infusion management and pumping 
system whereby infusion prescriptions of patients are generated and monitored by a 
pharmacy management system. In reference to claim 1 , the system of Coutre 
comprises a memory, element 20-3 of Fig. 1 that contains individualized infusion data 
(i.e., medical treatment parameters) for every patient within the pharmacy management 
system, element 20. Also, refer to col. 5, lines 20-33. With respect to the processor of 
claim 1 , processing of the infusion data, or medical treatment parameters, to include 
such details as volume per dose, time per dose and dose frequency, results in 
subsequent label generation that will be affixed to the drug solution later administered to 
the patient (see col. 6, lines 32-55 and col. 7, lines 18-24). 

Claim 2, which recites "wherein the analysis includes providing a distribution of 
the treatment parameter values," does not set forth a structure which further limits the 
subject matter of claim 1 which it forms its dependency on; any structure capable of 
performing the limitations set forth in claim 1 is capable of performing that of claim 2. In 
regards to the "distribution of treatment parameter values" of claim 2, Coutre teaches an 
infusion pumping system which issue a prompt, a "beep," to verify whether or not data 
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read from the infusion bar code label falls within expected ranges for a particular 
patient, thus analyzing a specific distribution (see col. 10, lines 2-8). 

In reference to claim 3, Coutre discloses a database for storing infusion data (see 
elements 38-4 and 40-4 of Fig. 1) which will be used to compare the data on a bar code 
read from the patient's chart, the infusion solution, and that which was originally 
specified for a particular patient in pharmacy management. If a mismatch occurs, the 
system provides an indication, such as a "beep" (see col. 10, lines 15-28) to indicate the 
deviation from "acceptable values". 

With respect to claim 4, the data stored in the database of Coutre may be edited 
to change a particular drug regimen according to, for instance, any allergic reactions 
that may occur as a result of infusion of two particular drugs. This mismatch will signal 
the administrator of such an occurrence whereby s/he may edit the data to adjust the 
regimen as a result of the comparison (see col. 10, lines 35-49). Additionally, "a report" 
as recited in claim 5, is maintained in the form of an "I.V. history" for each course of 
infusion therapy and may thus be generated in the form of a printed output to a local 
printer for subsequent attachment to a patient's chart, as taught by Coutre (see col. 10, 
lines 47-49 and col. 14, lines 17-20). With respect to claim 6, a "report" is generated of 
the analysis of Coutre in the form of a barcode label, containing all of the infusion data, 
which is affixed to the infusion solution to be later administered to the patient (see col. 6, 
lines 53-56). 

In view of claim 7, the system of Coutre performs a validity check on the data of 
the infusion solution to ensure that it falls within an expected range of acceptable 
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values. If the check determines otherwise, the system will respond in a manner 
distinguishable from a "good beep" (see col. 10, lines 5-10). In reference to claim 8, 
Coutre teaches an infusion system capable of generating a record of patient and 
infusion data (see cols. 12 and 13, lines 66-67 and 1-8), and recording this data and 
transferring it directly to the pharmacy management system where it is stored into 
memory (see col. 14, lines 37-39). 

With respect to claim 9, any report generated by the system of Coutre is capable 
of determining an optimum regimen value as evidenced by the beep or alarm which is 
sounded by virtue of being within or outside of a predetermined range of infusion data. 
Furthermore, claim 9 does not provide for a specific "optimum value" as depicted in Fig. 
9. 

In view of claim 10, Coutre discloses a system that incorporates patient sensors 
to process information such as blood pressure and glucose levels (i.e., physiological 
data), which in turn send this to the infusion system to alter the planned program in 
response to the sensed information. Thus, a suitable treatment measure is taken to 
account for any alterations in physiological data observed by the patient sensors (see 
col. 4, lines 16-21). 

In accordance with claim 11, the system of Coutre includes many infusion 
pumping systems (i.e. medication administration devices), one associated with a 
particular patient in the hospital (see col. 3, lines 67-68 and col. 4, lines 1-5); the 
infusion pumping system to include a database memory (see col. 10, lines 15-16) that 
includes patient data information, and medication information such as allergies to 
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prescribed drugs (col. 10, lines 25-39). With respect to the "central processor" recited in 
claim 11, the data received from the individual infusion systems of Coutre can be 
transferred to the pharmacy management system where it is stored in memory and can 
be processed further for analysis of medication usage (see col. 14, lines 36-41). 
Furthermore, in reference to the "database" of claim 1 1, the database of Coutre is 
located in the pharmacy management system, and includes a drug database which will 
alert an administrator of incompatible drugs, thus representing "optimal values" for the 
operation of the medical administration device, or infusion pump in the instance of 
Coutre (see col. 2, lines 16-19). Coutre also teaches an interface by which to transfer 
information to the "central processor", (i.e., hospital administration system or pharmacy 
management system) via a serial port and multiplexer or manual transfer (see col. 14, 
lines 29-39). In addition, the "processor configured to compile the medical treatment 
data" of claim 1 1 is in accordance with that disclosed by Coutre. The stored infusion 
parameters can be selected by an administrator in the analysis, by considering a 
number of elements such as: total drug usage, total patient drug usage, drug 
concentration, etc. (see col. 14, lines 37-47) selected from and run on the pharmacy 
management and hospital administration databases (elements 20-3 and 26-3 of Fig. 1, 
respectively). 

With respect to claim 12, one particular embodiment of Coutre teaches a remote 
feedback network computer which functions as a remote controller for a network of 
pumping systems (from a plurality of patients); each pumping system containing 
medical data for a particular patient such as the IV history as noted above in claim 5 
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(see col. 14, lines 60-66). As further suggested by Coutre, an administrator or operator 
at the remote computer can review all alarm conditions, thus indicating that a particular 
treatment value must be assigned to a particular patient in order to warrant an alarm 
(col. 14, line 68 and col. 15, lines 1-3). In accordance with the elements of "compiling 
the medical treatment data" and "analyzing the treatment parameter values" as recited 
in claim 12, the remote computer as mentioned above evaluates data taken from 
sensors or the infusion system and according to a preprogrammed set of conditions, 
determines if the infusion regimen should be changed as a result of the sensed 
conditions (see col. 15, lines 18-26). If the analysis determines a change is necessary, 
this implies that the treatment has fallen outside of the "acceptable values" and thus 
suggests an appropriate change to the operator (see col. 15, lines 26-28). 

With respect to claim 13, a "distribution" is provided for by Coutre such that a 
"beep" or other distinguishable sound is made if the data read by the bar code reader 
falls outside of an expected range, or distribution for a particular patient's treatment 
regimen (see col. 10, lines 2-11). 

In regards to claim 14, Coutre discloses that the data containing relevant 
medication administration stored in the database of the infusion pumping system and 
according to which drug is selected to be administered to the patient, the system will 
automatically check this against the drugs prerecorded in the database for any 
discrepancies, i.e., a drug to which a patient may display an allergic reaction (see col. 
10, lines 36-41). Furthermore, with reference to claim 15, if the infusion system taught 
by Coutre should sense a mismatch in the drug treatment parameter according to those 
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stored in the database, the system will prompt the user of the mismatch whereby the 
user may edit this data to reflect the change in the treatment regimen, thus entering this 
new treatment regimen into the database (see col. 10, lines 39-49). In view of claim 16, 
the system of Coutre may generate a report of the above-mentioned comparison in the 
form of a printed output to a local computer to be attached to, or "updated" on a 
patient's chart (see col. 10, lines 47-49 and col. 14, lines 17-21). 

In accordance with claim 17, Coutre discloses the generation of a report (i.e., a 
printed barcode label) containing all of the infusion data associated with the medication 
to be delivered, which can be affixed to the infusion solution for subsequent 
administration to the patient (see col. 6, lines 53-56). 

With respect to claim 18, Coutre teaches the performance of a validity check on 
the data of the infusion solution by way of a bar code reader to ensure that the 
information encoded in the label of the infusion solution falls within an expected range of 
acceptable values. If the check determines otherwise, the infusion pumping system will 
respond in a manner distinguishable from a "good beep" (see col. 10, lines 5-10). 

In reference to claim 19, Coutre teaches an infusion system capable of 
generating a record of patient and infusion data (see cols. 12 and 13, lines 66-67 and 1- 
8), and recording this data and transferring it directly to the pharmacy management 
system where it is stored into memory (see col. 14, lines 37-39), thus integrating the 
data into a database for future retrieval. 

In view of claim 20, any "report" generated by the teachings of Coutre (i.e., 
display on a monitor or printed version) is capable of determining an optimum regimen 
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value as evidenced by the beep or alarm which is sounded by virtue of being within or 
outside of a predetermined range of infusion data. Moreover, claim 20 does not provide 
for a specific "optimum value" as depicted in Fig. 9. 

Conclusion 

4. The prior art made of record and not relied upon is considered pertinent to 

applicant's disclosure. 

U.S. Patent No. 5,781,442 to Engleson discloses an automated hospital 
care management system that monitors care to the patients, one particular 
feature providing an alarm when an infusion exceeds a predetermined length of 
time. 

U.S. Patent No. 6,024,699 to Surwit discloses systems and methods for 
monitoring and treating patients using a central data processing system capable 
of communicating with individual patient monitoring systems. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christine D. Hopkins whose telephone number is (571) 
272-9058. The examiner can normally be reached on Monday-Friday, 7 a.m. -3:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Christine D Hopkins 

Examiner 

Art Unit 3735 



CDH 





<2^U* A. 




Art V"? 



J73S 



